Announcement: Risk Evaluation and Mitigation Study (Opioid Analgesic Drug Products)

The ER/LA Opioid Analgesic REMS Companies

¥ PDR....c.

PO Box 1730 *» West Caldwell, NJ 07007

August 2012
FDA-Required REMS Program for Serious Drug Risks

Subject: Announcement of a Risk Evaluation and Mitigation Strategy (REMS) for all extended-release/
long-acting opioid analgesic drug products due to their risks of misuse, abuse, addiction, and overdose.

Dear Alabama Board of Nursing:
We encourage you to share the following information with your licensees.

Extended-release and long-acting (ER/LA) opioid analgesics are approved for the management of chronic
moderate-to-severe pain in the U.S., and can be safe and effective in appropriately selected patients when used as
directed. However, opioid analgesics are also associated with serious risks and are at the center of a major public
health crisis of increased misuse, abuse, addiction, overdose, and death.

The U.S. Food and Drug Administration (FDA) has determined that a Risk Evaluation and Mitigation Strategy
(REMS) is necessary for ER/LA opioid analgesics to ensure that the benefits continue to outweigh the risks of
adverse outcomes (addiction, unintentional overdose, and death) resulting from inappropriate prescribing, abuse,
and misuse. A REMS is a strategy to manage a known or potential serious risk associated with a drug product.

In the interest of public health and to minimize the burden on the healthcare delivery system from having multiple
unique REMS programs, pharmaceutical companies subject to this REMS have joined together to implement this
REMS for all ER/LA opioid analgesic drug products.

The principal components of this REMS are:
a) Prescriber training on all ER/LA opioid analgesics,
b) the Patient Counseling Document on Extended-Release and Long-Acting Opioid Analgesics (PCD), and
c) a unique Medication Guide for each ER/LA opioid analgesic drug product.

The branded and generic drug products subject to this REMS include all:
* extended-release, oral-dosage forms containing

— hydromorphone,

— morphine,

— oxycodone,

— oxymorphone, or

— tapentadol;
» fentanyl and buprenorphine-containing transdermal delivery systems; and
* methadone tablets and solutions that are indicated for use as analgesics.

Prescriber Action
Under the REMS, prescribers are strongly encouraged to do all of the following:

*Train (Educate Themselves) — Complete REMS-compliant training offered by an accredited provider of
continuing education (CE) for their discipline. This training is being developed and will be offered early next year
at no or nominal cost to prescribers. You will be notified when REMS-compliant training will become available.
REMS-compliant training will: () be delivered by accredited CE providers; (b) cover all elements of the FDA
Blueprint for Prescriber Education for Extended-Release and Long-Acting Opioid Analgesics (“FDA Blueprint”);
(c) include a post-course knowledge assessment; and (d) be subject to independent audit of content and
compliance with applicable accrediting standards.

* Counsel Their Patients — Discuss the safe use, storage, and disposal of ER/LA opioid analgesics with patients and
their caregivers every time they prescribe these medicines. The enclosed Patient Counseling Document (PCD) on
Extended-Release/Long-Acting Opioid Analgesics should be used to facilitate these discussions.
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